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DETAILED ACTION 

This is a final Office action. Any new grounds of rejection were necessitated by 
the applicants' amendments to the claims. 

Response to Amendment 

The amendment filed 6/6/07 is objected to under 35 U.S.C. 132(a) because it 
introduces new matter into the disclosure. 35 U.S.C. 132(a) states that no amendment 
shall introduce new matter into the disclosure of the invention. The added material 
which is not supported by the original disclosure is as follows: 

New figure 7 shows an embodiment of a closed-loop pacing/ICD tuning system 
comprising a reader 104, 202, a power unit 107, and a pacing/ICD unit 106, wherein the 
reader receives data from the implant and transmits it to the pacing/ICD unit, the power 
unit provides power to the implant, and the pacing/ICD unit interrogates the implant. 
There is no support in the original specification for such an embodiment. Page 1 1 of the 
original specification presents four embodiments of the closed-loop pacing/ICD tuning 
system: 

1) the pacing/ICD unit directly interrogates the implant 

2) the pacing/ICD unit directly interrogates the implant and an external unit 
transmits power to the implant 

3) an external reader receives data form the implant and transmits the data to the 
pacing/ICD unit 
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4) both the external reader and the pacing/ICD unit interrogate and/or power the 
sensor. 

In none of these disclosed embodiments is there both an external reader and a 
power unit, as shown in figure 7. 

Applicant is required to cancel the new matter in the reply to this Office Action. 



Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and process of 
malting and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the 
art to which it pertains, or with which it is most nearly connected, to make and use the same and shall 
set forth the best mode contemplated by the inventor of carrying out his invention. 

Claims 1-14, 17-30, 33-40, 44, 48-58, 62, 65, and 67-72 are rejected under 35 
U.S.C. 112, first paragraph, as failing to comply with the written description requirement. 
The claim(s) contains subject matter which was not described in the specification in 
such a way as to reasonably convey to one skilled in the relevant art that the 
inventor(s), at the time the application was filed, had possession of the claimed 
invention. 

Claim 1 recites a system comprising at least one sensing device, a pacing/ICD 
unit for interrogating the sensing device, an external unit for powering the sensing 
device, and a non-implantable readout device for telecommunication and wireless 
powering of the sensing device. Claim 2 recites a system comprising at least one 
sensing device, a non-implantable reader allowing telecommunication and wireless 
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powering of tlie sensing device, an external unit operable to transmit power to the 
sensing device, and a pacing/ICD unit which may interrogate the sensing device. Page 
1 1 of the original specification discusses the system as part of a closed-loop pacing/ICD 
tuning system. In such a system, several embodiments are described: 

1 ) the pacing/ICD unit directly interrogates the implant 

2) the pacing/ICD unit directly interrogates the implant and an external unit 
transmits power to the implant 

3) an external reader receives data form the implant and transmits the data to the 
pacing/ICD unit 

4) both the external reader and the pacing/ICD unit interrogate and/or power the 
sensor. 

None of these disclosed embodiments include a description of a system wherein 
the reader powers the sensing device, the external unit powers the sensing device, and 
the pacing/ICD unit interrogates the sensing device and the reader transmits data to the 
reader which then retransmits data to the pacing/ICD unit, as claimed. 

Response to Arguments 

Applicant's arguments filed 10/9/08 have been fully considered but they are not 
persuasive. The applicants' set forth several arguments with respect to the rejection 
under 35 U.S.C. 1 12, 1st paragraph and the new matter objection: 

As to the applicants' particular argument that "the system" must include a 
sensing device and reader, such an assumption is contrary to the language used in the 
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first full paragraph on page 1 1 of the original specification. In particular, certain lines of 
that paragraph cite "an intermediate reader unit" and "an external reader". The usage of 
the terms "an" to refer to the reader rather than "the" indicates that the reader is not 
already assumed to be part of the system. 

As to the applicants' comment that the term "additional" in the phrase "additional, 
external unit" in the first full paragraph on page 1 1 of the original specification is 
meaningless if the reader is not included, the examiner disagrees. The term "additional" 
clearly differentiates the external unit from the pacing/ICD unit in the context of the 
paragraph and without reference to the external reader. 

As to the applicants' observation that nothing in "paragraph 11" expressly states 
that the reader is not a component of the system and nothing in the paragraph suggests 
the reader cannot be a component of the system, the applicants should note that the 
lack of stating that the reader is not a component is not the same a disclosure that the 
reader is a component. Further the applicants believe that the embodiment described 
in "paragraph 11" describe a pacing/ICD unit and an external power unit as additional 
components of the claimed system. The examiner disagrees with this assessment. 
The specification fails to clearly set forth that "the system" is inclusive of the sensing 
device and reader. In fact, in addition to the reasons cited above, the bottom of page 10 
states "In addition to the basic implant-and-reader system, a number of other 
embodiments of the technology can be realized to achieve additional functionality", 
which implies that the following paragraphs are alternative embodiments and not 
additional features. Further, the disclosure on p. 1 1 of the specification specifically 
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describes the usage of reader in cases in which the reader is used. One cannot 
reasonably take the lack of mention of a reader to be a disclosure that a reader is 
included. 

The applicants included an unnecessary reminder at the end of their remarks 
regarding evaluating claims for obviousness. It is noted that an assessment of the prior 
art with respect to claims rejected under 35 U.S.C. 112, 1^' paragraph was indeed 
included. 



Allowable Subject Matter 

Claim 31 is allowed. The allowability of claim 31 was addressed in previous 
Office actions filed 1 1/2/05 and 8/14/06. 

No statement of allowability is being given at this time for claims 1-14, 17-30, 33- 
40, 44, 48-58, 62, 65, and 67-72 in light of the rejection under 35 U.S.C. 112, 1st 
paragraph set forth above. Upon resolution of the 1 12 issues, the prior art will be 
revisited. However, the prior art of record fails to teach or fairly suggest a system 
having a sensing device, a non-implantable readout device or reader, external unit, and 
pacing/ICD unit, wherein the readout unit/reader allows electromagnetic 
telecommunication and/or wireless powering of the sensor, the pacing/ICD unit at least 
interrogates the sensing device, and the external unit powers the device, in combination 
with all of the other limitations of the claims. 
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Conclusion 

Applicant's amendment necessitated tine new ground(s) of rejection presented in 
this Office action. Accordingly, THIS ACTION IS MADE FINAL. See MPEP 
§ 706.07(a). Applicant is reminded of the extension of time policy as set forth in 37 
CFR 1.136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the date of this final action. 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to PATRICIA C. MALLARI whose telephone number is 
(571)272-4729. The examiner can normally be reached on Monday-Friday 10:00 am- 
6:30 pm. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Charles Marmor, II can be reached on (571) 272-4730. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 
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Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 



/Patricia C. Mallari/ 

Primary Examiner, Art Unit 3735 



